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EDUCATION,  AND  WELFARE 

SUBCHAPTER  C— DRUGS:  GENERAL 

[Docket  No.  75N-0271] 

REMINDER  LABELING  AND  REMINDER 
ADVERTISEMENTS  FOR  PRESCRIPTION 
DRUGS 

The  Commissioner  of  Food  and  Drugs 
is  amending,  effective  January  19,  1976, 
the  regulations  concerning  reminder  la¬ 
beling  and  reminder  advertisements  un¬ 
der  §§  201.100  and  202.1  (21  CFR  201.100 
and  202.1,  formerly  21  CFR  1.106  and 
1.105  respectively)  to:  (1)  Delete  the 
quantitative  formula  information  re¬ 
quirement  from  reminder  advertisements 
under  §  202.1,  (2)  prohibit  the  use  of 
reminder  advertisements  and  reminder 
labeling,  other  than  price  lists  and  cata¬ 
logs  intended  to  convey  price  informa¬ 
tion  to  consumers,  for  prescription  drug 
products  whose  labeling  contains  a  boxed 
warning  indicating  a  serious  hazard  as¬ 
sociated  with  the  use  of  the  drug  product, 
and  (3)  specify,  under  a  new  §  200.200 
(21  CFR  200.200,  proposed  as  21  CFR 
1.111),  the  required  information  to  be 
included  in  reminder  labeling  and  re¬ 
minder  advertisements  whose  sole  pur¬ 
pose  is  to  convey  prescription  price  infor¬ 
mation  to  consumers.  The  regulation  does 
not,  however,  require  the  public  disclo¬ 
sure  of  prescription  price  information. 

These  amendments  were  proposed  in 
notices  published  in  the  Federal  Regis¬ 
ter  of  November  21,  1973  (38  FR  32140) 
and  June  19.  1974  (39  FR  21165) .  In  stat¬ 
ing  the  comments  and  the  Commis¬ 
sioner’s  response,  the  recodified  section 
numbers  are  used. 

In  response  to  the  November  21,  1973 
proposal,  137  comments  or  inquiries  were 
received  from  trade  and  professional  as¬ 
sociations,  chain  drug  stores,  individual 
pharmacists,  university  professors,  indi¬ 
vidual  consumers,  manufacturers,  con¬ 
sumer  organizations,  boards  of  phar¬ 
macy,  and  Federal  and  State  agencies. 
The  majority  of  comments  were  directed 
to  proposed  §  200.200.  Some  comments 
favored  the  objectives  of  the  proposal  but 
offered  suggestions  for  modification  based 
on  experience  with  public  disclosure,  i.e., 
advertising  or  posting,  of  prescription 
drug  prices.  A  few  comments  objected  to 
the  proposal  without  stating  the  rea.sons 
for  such  objections.  Some  comments  ex¬ 
pressed  objections,  based  upon  an  er¬ 
roneous  interpretation  of  that  proposal, 
that  the  regulation  would  require  public 
disclosure  of  prescription  drug  prices. 
Two  comments,  one  from  a  manufacturer 
and  one  from  a  professional  association, 
were  received  on  the  June  19,  1974  pro¬ 
posal  regarding  the  use  of  reminder  ad¬ 
vertisements  and  reminder  labeling  for 
prescription  drugs  whose  labeling  con¬ 
tains  a  boxed  warning  indicating  a  .seri¬ 
ous  hazard  associated  with  the  use  of  the 
drug  product.  The  comments  submitted 
and  the  Commissioner’s  conclusions  are 
as  follows: 

1.  One  consumer  organization  ex¬ 
pressed  the  view  that  the  Food  and  Drug 


Administration  and  the  White  House  Of¬ 
fice  of  Consumer  Affairs  “have  launched 
a  campaign  to  legalize  the  advertising 
of  prescription  prices  on  the  grounds 
that  price  competition  can  be  a  spur  to 
reducing  health  cost.”  The  comment  dis¬ 
agreed  with  the  view  that  consumer 
“price  shopping”  is  the  most  effective  way 
of  achieving  a  reduction  in  health  costs. 
The  comment  stated  that  health  costs 
can  be  reduced  more  effectively  by  a  co¬ 
operative  system  of  consumers,  pharma¬ 
cists,  physicians,  and  other  health  care 
providers  working  together  as  this  or¬ 
ganization  is  attempting  to  do. 

The  Commissioner  wishes  to  make  it 
clear  that  the  Food  and  Drug  Adminis¬ 
tration  has  not  “launched  a  campaign” 
on  the  issue  of  the  advertising  of  pre¬ 
scription  drug  prices.  The  Federal  Food, 
Drug,  and  Cosmetic  Act  requires  the 
Food  and  Drug  Administration  to  regu¬ 
late  all  prescription  drug  advertising  and 
labeling:  therefore,  this  agency  is  obli¬ 
gated  to  promulgate  whatever  require¬ 
ments  are  applicable  for  drug  price  dis¬ 
closure.  Retail  pharmacies  are  neither 
required  by  the  act  to  publicly  disclose 
preserpition  drug  price  information,  nor 
are  they  prohibited  from  posting  price 
lists  or  otherwise  publicly  disclosing  the 
prices  charged  for  particular  drug  pre¬ 
scriptions.  These  amendments  will  ensure 
that  the  public  disclosure  of  prescription 
prices,  where  the  pharmacist  elects  to 
post  or  otherwise  advertise  prices  for  pre¬ 
scription  drugs,  meets  all  requirements 
of  the  act.  The  decision  to  engage  in  pub¬ 
lic  disclosure  of  prescription  prices  is  not 
for  the  Food  and  Drug  Administration 
to  make;  these  amendments  merely  con¬ 
stitute  a  mechanism  by  which  this  can 
be  done  consistent  with  the  requirements 
for  labeling  and  advertising  under  the 
Federal  Food,  Drug,  and  Cosmetic  Act. 

2.  A  number  of  comments  objected  to 
the  detailed  information  which  would  be 
required  under  the  proposed  §  200.200 
for  reminder  advertisements  and  re¬ 
minder  labeling  when  the  only  purpose 
is  to  provide  consumers  with  information 
concerning  the  price  charged  for  a  pre¬ 
scription  for  a  particular  drug.  The  com¬ 
ments  stated  ^at  price  posting  should 
be  simple  and  readable. 

The  Commissioner  agrees  that  the 
public  disclosure  of  prescription  prices 
should  be  simple  and  readable  regardless 
of  the  type  of  media  used  to  convey  such 
information  to  the  consumer.  The  final 
regulation  has,  therefore,  been  revised 
to  simplify  the  requirements.  The  Com¬ 
missioner  concludes  that  all  reminder 
advertisements  and  reminder  labeling 
intended  to  provide  consumers  with  in¬ 
formation  concerning  the  price  charged 
for  a  prescription  for  a  drug  product  shall 
contain  the  proprietary  name  of  the  drug 
product,  if  any ;  the  established  (generic) 
name  of  the  drug  product,  if  any;  the 
drug  product’s  strength  if  it  is  a  single 
active  ingredient  product  or  if  the  drug 
product  contains  more  than  one  active 
ingredient  and  a  relevant  strength  can 
be  associated  with  the  product  without 
indicating  each  active  ingredient:  the 
dosage  form;  and  the  price  charged  for 
a  prescription,  for  a  specific  quantity  of 


the  drug  product.  The  price  stated  in  the 
reminder  advertisement  or  reminder 
labeling  as.  that  charged  for  a  prescrip¬ 
tion  shall  include  all  charges  applicable 
to  the  consumer  including,  but  not  lim¬ 
ited  to,  the  cost  of  the  drug  product,  pro¬ 
fessional  fees,  and  handling  fees,  if  any. 
Other  written,  printed,  or  graphic  mat¬ 
ter  is  permitted  in  reminder  advertise¬ 
ments  or  reminder  labeling  intended  to 
provide  prescription  price  information  to 
consumers,  provided  such  information  is 
not  false  or  misleading  and  contains  no 
representation  or  suggestion  concerning 
the  drug  product’s  safety,  effectiveness, 
or  indications  for  use.  The  Commissioner 
points  out  that  it  is  not  the  intent  of 
this  regulation  to  prohibit  the  inclusion 
of  a  statement  in  reminder  advertise¬ 
ments  or  reminder  labeling  that  dis¬ 
counts  or  price  reductions  are  available 
to  certain  groups  of  consumers,  e.g., 
senior  citizens. 

3.  Several  comments  argued  that  con¬ 
sumers  need  valid  information  reflecting 
“value”  and  not  just  price  alone  with  re¬ 
gard  to  prescription  drug  expenditures, 
and  that  adequate  information  on  which 
to  make  price-value  comparisons  and 
judgments  is  not  required  imder  the  pro¬ 
posed  §  200.200.  The  proposed  regulation 
required  that  the  price  stated  in  the  re¬ 
minder  advertisement  or  reminder  label¬ 
ing  for  a  prescription  include  all  charges 
to  the  consumer  including,  but  not  lim¬ 
ited  to,  the  cost  of  the  drug  product, 
professional  fees,  handling  fees,  and 
mailing  fees,  if  any.  The  comments  sug¬ 
gested  that  the  regulation  require  a 
statement  as  to  what  professional  and/or 
convenience  services  are  provided  by  a 
pharmacy  and,  if  provided,  whether  they 
are  included  as  a  component  of  the  price 
charg^  for  the  prescription.  One  com¬ 
ment  suggested  that  charges  which  are 
not  regularly  included  in  all  sales  trans¬ 
actions  be  listed  separately,  if  at  all,  and 
that  mailing  fees  be  listed  separately 
without  repetition. 

The  Commissioner  concludes  that  in¬ 
formation  relating  to  those  professional 
and/or  convenience  services  provided  by 
a  pharmacy  may  be  included  in  reminder 
advertisements  and  reminder  labeling  in¬ 
tended  to  provide  consumers  with  price 
information  under  §  200.200.  As  previous¬ 
ly  stated,  the  listed  price  must  include 
all  charges  including  professional  and/or 
convenience  services  which  are  applica¬ 
ble  to  the  consumer.  The  cost  for  those 
services  which  are  not  applicable  to  all 
consumers,  e.g.,  delivery  fees  and  mailing 
fees,  if  any,  may  be  listed  separately  and 
without  repetition.  Therefore,  §  200.200 
has  been  revised  accordingly.  As  noted 
in  item  2.  of  this  preamble,  the  reminder 
advertisement  or  reminder  labeling  may 
also  specify  that  discounts  or  price  re¬ 
ductions  are  available  to  specific  groups 
of  consumers,  e.g.,  senior  citizens. 

4.  A  number  of  comments  questioned 
the  need  for  the  established  name  of  the 
drug  product  when  its  trade  name  is  de¬ 
clared  or  when  it  is  not  marketed  generi- 
cally.  Some  comments  recommended 
posting  the  drug  product  by  its  com¬ 
monly  prescribed  name  rather  than  by 
the  trade  name  and  established  name,  if 
any. 
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The  Commissioner  advises  that  the  re¬ 
quirement  for  including  the  established 
name  of  the  drug  product,  if  any,  in  re¬ 
minder  advertisements  and  reminder 
labeling  under  §  200.200  is  consistent 
with  the  mandate  of  the  Federal  Pood, 
Drug,  and  Cosmetic  Act  to  require  label¬ 
ing  to  contain  the  established  name  of  a 
drug  product  and  with  the  intent  of  Con¬ 
gress  to  associate  the  established  name  of 
a  drug  product  with  its  proprietary  name. 
This  mandate  and  intent  apply  to  single 
active  ingredient  products  and  to  those 
products  containing  more  than  one  ac¬ 
tive  ingredient  which  have  an  estab¬ 
lished  (generic)  name  regardless  of 
whether  the  product  is  marketed  generi- 
cally.  The  Commissioner  advises  that 
there  are  few  established  names  for  prod¬ 
ucts  containing  more  than  one  active  in¬ 
gredient  and  concludes  that,  in  the  ab¬ 
sence  of  an  established  name  for  a  com¬ 
bination  product,  it  would  be  imprac¬ 
ticable  to  require  the  established  name 
for  each  active  ingredient,  particularly  on 
price  boards  or  posters.  In  addition,  the 
Commissioner  concludes  that  requiring 
the  established  (generic)  name  of  a  drug 
product  only  when  the  product  is  mar¬ 
keted  generically  would  be  an  adminis¬ 
trative  burden  to  the  pharmacist.  This 
would  require  that  a  pharmacist  know 
when  a  dnig  product  becomes  available 
from  multiple  sources  and  to  update  his 
reminder  advertisement  or  reminder 
labeling  periodically  to  add  the  estab¬ 
lished  name  to  each  such  drug  product. 

Further,  the  Pood  and  Drug  Adminis¬ 
tration  would  like  to  encourage  generic 
thinking  on  the  part  of  physicians,  phar¬ 
macists,  and  consiuners.  This  policy  is 
furthered  by  established  (generic)  name 
listing,  even  though  the  dnig  product 
may  not  be  available  generically. 

5.  Comments  similarly  questioned  the 
need  for  the  established  name  and 
quantity  of  each  active  ingredient  in  the 
drug  product. 

The  Commissioner  concludes  that  re¬ 
quiring  lengthy  formula  information 
may  result  in  confusion  to  the  consiimer 
wiUiout  any  corresponding  benefits. 
Therefore,  the  established  name  and 
quantity  of  each  active  ingredient  for  a 
drug  product  containing  more  than  one 
active  ingredient  is  not  required  for  re¬ 
minder  advertisements  and  reminder 
labeling  solely  intended  to  convey  pre¬ 
scription  price  information  to  consumers. 
Although  section  502(e)  (1)  (A)  (ii)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
and  21  CPR  201.10  (a),  (c)(1),  and  (h) 
regarding  drug  labeling  and  21  CPR 
202.1  (a)  and  (e)  (2)  (i)  regarding  drug 
advertising  require  the  established  name 
of  each  active  ingredient,  such  require¬ 
ments  may  be  waived  by  regulation  “to 
the  extent  that  compliance  •  •  •  is  im¬ 
practicable  •  *  The  Commissioner 
has  found,  on  the  basis  of  samples  of 
price  posters  and  catalogs  previously  sub¬ 
mitted  and  put  on  display  in  the  oflSce 
of  the  Hearing  CHerk,  that  compliance 
may  be  impracticable,  particularly  on 
price  boards  or  posters.  This  requirement 
has  therefore  been  waived  for  reminder 
advertisements  and  reminder  labeling 
solely  intended  to  provide  consumers 


with  the  price  for  a  prescription  for 
a  drug  product.  However,  the  quantity 
of  the  active  ingredient,  i.e.,  drug  product 
strength,  shall  be  required  for  reminder 
advertisements  and  reminder  labeling 
under  S  200.200  for  all  drug  products  con¬ 
taining  a  single  active  ingr^ient  and  for 
those  drug  products  containing  more 
than  one  active  ingredient  to  which  a 
relevant  strength  figure  can  be  associated 
with  the  product  without  indicating  each 
active  ingredient.  e.g..  product  A  contains 
chlorothiazide  250  milligrams  and  reser- 
pine  0.125  milligram;  product  B  contains 
chlorothiazide  500  milligrams  and 
reserpine  0.125  milligram — relevant 
strengths  of  250  milligrams  and  500  mil¬ 
ligrams  could  be  indicated  for  products 
A  and  B  respectively.  The  Commissioner 
concludes  that  a  drug  product’s  strength 
is  essential  information  to  a  consmner 
in  determining  the  price  for  a  prescrip¬ 
tion  for  a  particular  drug  product.  Al¬ 
though  a  drag  product  may  not  be  mar¬ 
keted  in  more  than  one  strength,  a  medi¬ 
cal  practitioner  may  indicate  a  drug 
product’s  strength  on  a  prescription. 

6.  Objections  were  submitted  to  the 
requirement  that  the  name  of  the  manu¬ 
facturer,  packer,  or  distributor  of  the 
drag  product  be  indicated  and  in  the 
same  way  that  it  appears  on  the  label  of 
the  drug  product.  The  comments  stated 
that  the  firm  name  that  appears  on  the 
label  is  often  not  the  manufacturer  of 
the  drug  product;  therefore  such  infor¬ 
mation  would  be  useless  information  to 
the  consiuner  in  making  price  compari¬ 
sons  between  manufacturers.  One  com¬ 
ment  argued  that  inclusion  of  the  name 
of  the  "supplier”  would  endorse  the  view 
that  generic  drugs  are  “significantly 
differentiable.” 

The  Commissioner  sees  no  basis  for 
concluding  that  indicating  the  name  of 
the  manufacturer,  packer,  or  distributor, 
or  supplier  would  endorse  the  view  that 
generic  drugs  are  significantly  differen¬ 
tiable.  However,  he  concurs  in  part  with 
the  comment  that  the  name  of  the  man¬ 
ufacturer,  packer,  or  distributor  is  not 
essential  for  determining  the  price  of  a 
prescription  for  a  drug  product  and  has 
deleted  this  requirement  in  the  final 
regulation.  This  regulation  does  not  in¬ 
tend  to  provide  information  that  would 
permit  comparison  of  prices  between 
manufacturers,  nor  does  it,  however, 
prohibit  a  pharmacy  from  inducting  the 
name  of  the  manufacturer,  packer,  or 
distributor  in  the  reminder  advertise¬ 
ment  or  reminder  labeling,  if  the 
pharmacy  ch(x>ses  to  do  so.  If  included, 
the  firm  name  may  appear  in  an  accept¬ 
able  abbreviated  form  provided  such 
abbreviation  is  not  in  confiict  with  that 
known  to  be  used  by  any  other  firm. 

7.  Comments  also  objected  to  requiring 
designation  of  the  dosage  form  when 
the  drug  prcxiuct  has  only  one  dosage 
form. 

The  Commissioner  concludes  that,  in 
light  of  medical  practitioners’  detailed 
and  specific  prescribing  habit  of  indicat¬ 
ing  a  drag  product’s  dosage  form  on  a 
prescription  regardless  of  whether  the 
product  is  available  in  more  than  one 
dosage  form,  it  is  in  the  public  interest 


to  require  this  information  in  reminder 
advertisements  and  reminder  labeling 
solely  intended  to  provide  consumers 
with  price  informaticm  for  a  prescription 
for  a  drag  product.  ITie  absence  of  dos¬ 
age  form  information  on  a  pric*  board 
or  poster  when  a  prescription  contains 
such  information  may  be  confusing  to  a 
consumer. 

8.  Comments  stated  that  optional  in¬ 
formation,  such  as  the  National  Drug 
Code  (NDC)  number  and  package  and 
dosage  form  trade  name,  could  tend  to 
overload  an  advertisement  with  uimec^- 
sary  information  and  become  a  visual 
distraction  or  be  used  by  States  to  require 
information  whic;h  would,  as  a  practical 
matter,  discourage  advertising. 

'The  Conunissioner  agrees  in  part  with 
the  comment  but  concludes  that  remind¬ 
er  advertisements  and  reminder  label- 
inb  intended  to  ccmvey  prescription  price 
information  to  a  consumer  should  not  be 
prohibited  from  containing  additional 
information  which  may  be  useful  to  a 
consumer.  ’The  final  regulation  under 
§  200.200  has  been  modified  to  state  that 
other  written,  printed,  or  graphic  matter 
may  be  included  in  reminder  advertise¬ 
ments  and  reminder  labeling  provided 
such  additional  information  is  neither 
false  nor  misleading  and  contains  no  rep¬ 
resentation  or  suggestion  concerning  the 
drug  product’s  safety,  effectiveness,  pr 
indications  for  use.  The  Commissioner 
advises  that  if  reminder  advertisements 
and  reminder  labeling  under  §  200.200 
become  replete  with  information  not  of 
value  to  a  consumer,  or  are  burdened 
by  trivial,  useless  requirements  intended 
to  discourage  advertising,  a  proposal  to 
amend  the  regulation  will  be  justified  to 
limit  the  amount  of  iiermissible  addi¬ 
tional  information. 

9.  "Two  comments  objected  to  the  pro¬ 
posal  to  permit  disclosure  of  the  prices 
charged  for  prescription  drugs  receiving 
no  higher  than  a  “possibly  effective” 
DESI  evaluation.  One  commit  also  ob¬ 
jected  to  disclosure  of  prescription  prices 
for  those  drug  products  required  to  carry 
a  boxed  warning  statement  in  their  ad¬ 
vertising  and  labeling.  These  conunents 
stated  that  such  drugs  may  not  be  the 
subject  of  reminder  labeling  and  re¬ 
minder  advertisement  under  $§201,100 
and  202.1,  respectively.  The  comments 
argued  that,  if  promotion  of  such  drugs 
to  physicians  and  pharmacists  is  not  jus¬ 
tified,  then  promotion  of  these  same 
drugs  to  the  general  public  is  equally 
inappropriate. 

The  Commissioner  advises  that  re¬ 
minder  labeling  under  §  201.100  and  re¬ 
minder  advertisements  imder  $  202.1  are 
intended  to  call  attention  to  the  name  of 
the  drug  product,  and  thereby  bring  to 
the  attention  of  the  physician  the  avail¬ 
ability  of  a  drug  product,  but  do  not  in¬ 
clude  indications  or  dosage  recommen¬ 
dations  for  use  of  the  drug  product, 
whereas  reminder  advertisements  and 
reminder  labeling  under  $  200.200  are  in¬ 
tended  to  convey  price  information  on 
prescription  drugs  to  a  consumer.  A  con¬ 
sumer  may  purchase  a  prescription  drug 
only  upon  a  prescription  from  a  medi¬ 
cal  practitioner.  Price  posting  thus  nei¬ 
ther  promotes  nor  induces  purchase,  but 
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only  permits  informed  purchasing  de¬ 
cisions  after  a  drug  has  been  prescribed. 
As  long  as  a  drug  product  is  commer¬ 
cially  available,  a  medical  practitioner 
may  prescribe  it,  and,  theiWore,  con¬ 
veying  the  price  for  such  a  product  to  a 
consumer  should  not  be  pr(Aibited.  Ac¬ 
cordingly,  no  change  in  the  regulation  is 
warrant^. 

10.  One  comment  objected  to  the  use 
in  proposed  I  200.2()b  the  “sole  pur¬ 
pose”  wording  in  stating  the  conditions 
for  exemption  for  prescription  drug  re¬ 
minder  labeling  and  reminder  advertise¬ 
ments  from  the  requirements  of 
§§  201.100  and  202.1.  The  ccnnment  con¬ 
tended  that  “those  who  choose  to  ad¬ 
vertise  drug  product  price  information 
aimed  at  consumers  by  means  of  re¬ 
minder  advertisements  and/or  reminder 
labeling  obviously  have  as  their  purpose 
creating  demand  for  their  particular 
services  or  products.”  The  comment  re¬ 
quested  deletion  of  the  “sole  purpose” 
wording  from  the  proposed  §  200.200. 

The  Commissioner  does  not  agree  that 
the  purpose  of  disclosing  drug  product 
price  information  is  to  create  a  demand 
for  a  particular  product.  He  has  deter¬ 
mined  that  the  use  of  these  words  is  nec¬ 
essary  to  underscore  that  the  sole  pur¬ 
pose  of  reminder  advertisements  and  re¬ 
minder  labeling  under  S  200.200  is  to  pro¬ 
vide  price  information  to  a  consumer. 
Therefore,  no  change  in  the  regulation 
is  necessary. 

11.  Comments  were  received  arguing 
that  the  requirements  for  all  forms  of  re¬ 
minder  advertisements  and  reminder 
labeling  should  be  ccxisistent.  As  pro¬ 
posed,  §  200.200  would  require  the  quan¬ 
titative  disclosure  of  the  active  ingredi¬ 
ents,  name  of  the  manufacturer,  packer 
or  distributor,  dosage  form,  and  price  in¬ 
formation,  but  such  information  is  not 
required  under  §§  201.100  and  202.1.  The 
comments  differed  as  to  whether  the  ad¬ 
ditional  required  information  imder 
§  200.200  should  be  added  to  S§  201.100 
and  202.1  or  deleted  from  §  200.200. 
Some  comments  contended  that  it  is  just 
as  important  that  reminder  labeling  and 
reminder  advertisements  under  §§  201.- 
100  and  202.1,  respectively,  which  are  di¬ 
rected  to  a  physician,  contain  quantita¬ 
tive  ingredient  information,  dosage  form, 
and  price  information  as  it  is  for  this 
information  to  be  conveyed  to  a  con- 
siuner,  and  that  §§201.100  and  202.1 
should  be  revised  to  contain  such  in¬ 
formation.  Another  comment  urged  that, 
if  these  regulations  are  truly  to  benefit 
the  pubUc,  they  must  require  that  aU  re¬ 
minder  advertisements  and  reminder 
labeling  created  by  manufacturers,  pack¬ 
ers,  and  distributors  specify  the  price 
charged  pharmacists  for  specific  quanti¬ 
ties  of  the  drug  product  involved.  The 
comment  argued  that,  if  consumer  bene¬ 
fits  warrant  the  impositiem  of  the  re¬ 
quirements  on  pharmacists,  they  warrant 
its  imposition  equally  on  manufacturers, 
packers,  and  distributors  since  pharma¬ 
cists  are  “consumers”  in  fact  and  also 
serve  as  “purchasing  agaits”  for  the  con¬ 
sumers  they  serve. 

The  Commissioner  advises  that  the  in¬ 
formation  required  for  reminder  labeliiig 
and  reminder  advertisements  under 


§§  201.100  and  202.1,  respectively,  and  for 
reminder  advertisements  and  reminder 
labeling  under  §  200.200  is  that  informa¬ 
tion  deemed  necessary  to  fulfill  the  in¬ 
tent  of  the  reminder  advertisement  or 
reminder  labeling  imder  these  sections. 
The  intent  of  reminder  labeling  under 
§  201.100  or  reminder  advertisements  un¬ 
der  §  202.1  is  to  bring  to  the  attention 
of  the  medical  practitioner  the  availabil¬ 
ity  of  a  drug  product  by  calling  atten¬ 
tion  to  the  name  of  the  drug  product. 
The  quantitative  ingredient  information, 
name  of  manufacturer,  packer,  or  dis¬ 
tributor,  dosage  form  information  and 
price  information  are  not  considered  nec¬ 
essary  information  for  fulfilling  this  in¬ 
tent.  Such  information  may,  however, 
be  included  in  reminder  labeling  or  re¬ 
minder  advertisements  under  §§  201.100 
and  202.1  as  optional  information.  Fur¬ 
ther,  any  price  information  contained  in 
these  reminder  advertisements  or  re¬ 
minder  labeling  would  not  indicate  the 
actual  price  that  a  pharmacy  would  pay 
for  purchasing  the  drug  product  or  the 
price  a  consumer  would  pay  for  a  pre¬ 
scription  since  such  prices  are  deter¬ 
mined  by  factors  over  which  a  medical 
practitioner  has  no  control,  e.g.,  purchase 
of  the  drug  product  by  the  retail  phar¬ 
macy  direct  from  the  manufacturer, 
packer,  or  distributor  vs.  purchase 
through  a  wholesaler,  quantity  of  drug 
product  purchased,  dispensing  fee,  etc. 

The  intent  of  reminder  advertisements 
and  reminder  labeling  under  §  200.200  is 
to  provide  consumers  with  information 
concerning  the  price  charged  for  a  pre¬ 
scription  for  a  particular  drug  product. 
Price  is,  therefore,  a  necessity  under 
§  200.200.  Quantitative  ingredient  in¬ 
formation,  except  for  single  active  in¬ 
gredient  drug  products,  and  the  name  of 
the  manufacturer,  packer,  or  distributor 
are  not  required  in  the  final  regulation 
as  revised.  The  dosage  form  of  a  drug 
product  is  required  and  is  discussed 
under  paragraph  7  of  this  preamble. 

12.  One  comment  suggested  that  the 
Food  and  Drug  Administration  may  be 
premature  in  its  efforts  to  implement 
regulations  which  would  “stifle  any  fur¬ 
ther  exploration,  testing,  or  examina¬ 
tion  of  new  methods  and  means  of  pro¬ 
viding  meaningful  information  to  the 
consumer.” 

The  proposal  to  promulgate  §  200.200 
was  in  response  to  numerous  inquiries 
concerning  the  agency’s  policy  on  the 
posting  of  prescription  prices  and  to 
correct  misunderstandings  as  to  the 
agency’s  requirements.  Price  disclosure, 
as  part  of  labeling  and  advertising, 
whether  in  the  form  of  a  price  list,  cata¬ 
log,  or  other  promotional  material  and 
whether  mailed,  posted  in  a  pharmacy, 
placed  in  a  newspaper,  or  aired  on  radio 
or  television,  is  subject  to  Food  and  Dnig 
Administration  relation.  Section  200.- 
200  was  promulgated  as  a  separate  sec¬ 
tion  in  order  to  enable  a  pharmacist  to 
clearly  understand  the  precise  require¬ 
ments  of  reminder  advertisements  and 
reminder  labeling  which  are  solely  in¬ 
tended  to  provide  consumers  with  infor¬ 
mation  concerning  the  price  charged  by 
a  pharmacy  for  a  prescription  for  a  drug 
product.  In  addition,  by  specifying  the 


kinds  of  required  information,  the  Com¬ 
missioner  intends  to  ensure  that  such 
reminder  advertisements  and  reminder 
labeling  contain  all  the  information 
needed  by  a  consumer  to  make  effective 
price  determinations. 

The  Commissioner  encourages  ex¬ 
ploration.  testing,  and  examination  of 
new  methods  and  means  of  providing 
meaningful  information  to  the  consum¬ 
er.  If  problems  arise,  the  Commissioner 
may  restrict  the  flexibility  permitted  by 
this  regulation  at  a  later  date  (as  noted 
in  comment  8) . 

13,  Comments  were  received  recom- 
mendii^  modification  of  the  proposed 
regulations  so  as  not  to  override  or  con¬ 
flict  with  more  stringent  State  and  local 
requirements  relating  to  advertising  or 
price  posting  of  prescription  drugs. 

The  Commissioner  acknowledges  that 
this  regulation  would  override  State  and 
local  requirements  which  cannot  be  com¬ 
plied  ^th  simultaneously  with  this 
regulation,  e.g.,  one  which  excludes  data 
required  to  be  included  by  this  regula¬ 
tion.  The  Food  and  Drug  Administration 
is,  however,  obligated  under  the  Federal 
Food,  Drug,  and  Cosmetic  Act  to  assure 
that  such  advertising  meets  the  require¬ 
ments  of  the  act.  Section  200.200  pro¬ 
vides  a  mechanism  for  public  disclosure 
of  prescription  drug  prices  consistent 
with  the  requirements  of  the  act  and 
provides  consumers  with  the  informa¬ 
tion  needed,  to  make  meaningful  pre¬ 
scription  drug  price  determinations. 
This  regulation  does  not  require  the  pub¬ 
lic  disclosure  of  nrescription  drug  prices 
and  therefore  does  not  inhibit  States 
from  prohibiting  such  advertising  under 
their  jurisdiction. 

The  Commissioner  is  aware  of  one 
State  law  which  is  in  conflict  with  this 
final  regulation  but  has  not  conducted  a 
survey  to  determine  whether  there  are 
other  conflicting  State  or  local  laws.  He 
invites  any  State  or  locality  that  now  has 
or  wishes  to  adopt  an  order  which  would 
conflict  with  this  regulation  to  submit  a 
netition  to  the  Food  and  Drug  Adminis¬ 
tration  requesting  amendment  of  the  re¬ 
quirements  of  §  200.200. 

14.  Numerous  comments  expressed 
concern  that  possible  price  posting/ad¬ 
vertising  would  favor  the  discount  and 
large  chain  operations  because  the  in¬ 
dependent  pharmacies  would  have  to 
eliminate  their  professional  services  in 
order  to  compete  with  the  low  prices 
posted  by  discount  and  large  chain  op¬ 
erations.  Several  comments  also  ex¬ 
pressed  -  concern  that  these  regulations 
might  restrict  or  destroy  the  profes¬ 
sionalism  of  the  practice  of  pharmacy  be¬ 
cause  of  the  possibility  that  professional 
services,  to  remain  competitive,  would  be 
restricted  or  even  eliminated  and  that 
pharmacist-patient  interaction  would  be 
reduced  by  eliminating  the  need  for 
direct  consumer  inquiry  to  the  pharma¬ 
cist  concerning  drug  prices  and  phar¬ 
macy  services. 

The  Commissioner  concludes  that,  in 
the  absence  of  data  supporting  the  fears 
expressed  by  the  comment,  e.g.,  from 
States  where  price  posting  is  already  in 
effect,  it  is  difficult  to  perceive  how  the 
disclosure  of  prescription  drug  prices  will 
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result  in  an  elimination  of  professional 
services  or  in  any  way  interfere  with  a 
pharmacist’s  professional  function.  Also, 
the  economics  of  the  practices  of  phar¬ 
macy  are  very  complex  and  many  factors 
interrelate  between  the  large  discount 
chain  operations  and  the  independent 
pharmacies.  It  appears  unlikely  ^at  any 
single  action  such  as  the  posting  of  prices 
for  prescription  drugs  will  interfere  with 
the  professionalism  associated  with  the 
practice  of  pharmacy. 

15.  One  comment  suggested  stressing 
that  any  deviation  from  §  200.200  would 
result  in  the  drug  product  being  consid¬ 
ered  misbranded. 

The  Commissioner  agrees  with  this 
comment  and  has  modified  §  200.200  by 
adding  a  new  paragraph  (c)  to  state  that 
any  reminder  adverti^ment  or  mninder 
labeling  intended  to  provide  price  in¬ 
formation  to  consumers  which  is  not  in 
compliance  with  the  provisions  of  this 
regulation  shall  be  the  subject  of  appro¬ 
priate  regulatory  action.  Such  action 
may  be  taken  against  the  product  and/ 
or  the  responsible  person. 

16.  Thrm  comments  stated  that  since 
those  organizations  who  have  mail-order 
prescription  service  programs  would 
have  to  revise  their  catalogs  to  comply 
with  the  provisions  of  proposed  S  200.200, 
it  is  not  in  the  public  interest  in  a  time 
of  shortages  and  economic  slowdown  to 
destroy  catalogs  now  in  stock  or  in  cir¬ 
culation. 

The  Commissioner  has  considered  the 
economic  impact  that  §  200.200  may  have 
on  organizations  who  publish  catalogs  or 
have  other  existing  raninder  advertise¬ 
ments  or  reminder  labeling  intended  to 
provide  prescription  prices  to  a  consmner. 
He  has  concluded  that  it  is  not  imreason- 
able  to  expect  some  reminder  labeling, 
e.g.,  catalogs,  to  be  revised  annually  and 
possibly  more  frequently  in  order  to  pro¬ 
vide  consiuners  with  up-to-date  informa¬ 
tion  on  the  availabili^  of  drug  products 
and  their  current  prices.  Therefore,  the 
effective  date  for  revision  of  existing 
reminder  advertisements  and  reminder 
labeling,  including  catalogs,  to  bring 
them  into  compliance  with  §  200.200  shall 
be  12  months  from  the  effective  date  of 
this  regulation  or  at  the  time  of  the  next 
printing/ revision,  whichever  occurs  first. 

17.  One  comment  stated  that,  as  pub¬ 
lished,  the  proposal  prohibits  reminder 
advertisements  and  reminder  labeling 
fitMn  containing  “representations  or 
suggestions  relating  to  the  drug  product” 
and  that  such  wording  is  too  narrow.  The 
comment  argued  that  communications 
to  practitioners  of  information  such  as 
quality  controls  used  in  the  production 
of  particular  drugs  or  the  phsaical  or 
chemical  quality  of  a  substance  ^muld 
not  require  accompanying  prescribing  in¬ 
formation  and  should  be  covered  by  the 
exemptions  of  §{  201.100  and  202.1.  The 
comment  further  recommended  revising 
the  definitkm  of  reminder  iaiv>»ng  and 
reminder  advertis«nents  imder  these 
sections  to  read  "Those  remittder  adver¬ 
tisements  (or  reminder  labeling)  •  •  • 
or  other  written,  printed  or  graphic  mat¬ 
ter  otherwise  containing  no  representa¬ 
tions  or  suggestions  relating  to  dosage 
or  indications  of  the  drug  product.” 


Reminder  labeling  under  §  201.100  and 
reminder  advertisements  under  §  202.1 
are  permitted  to  have  “other  written, 
printed,  or  graphic  matter”  in  addition 
to  the  required  information,  provided 
such  "other  written,  printed,  or  graphic 
matter”  contains  no  r^resentation  or 
suggestion  relating  to  the  advertised 
drug  product.  'The  Commissioner  points 
out  that  this  regulation  in  no  way  pro¬ 
hibits  a  manufacturer  from  communi¬ 
cating  information  on  quality  control 
procedures  or  the  physicid  or  chemical 
qualities  of  a  substance  to  a  physician 
by  a  means  other  than  through  rnninder 
advertisements  or  reminder  labeling.  If 
information  relating  to  quality  control 
procedures  or  the  physical  or  chemical 
quality  of  a  substance  is  included  in  a 
reminder  advertisement  or  rraninder  la¬ 
beling  in  a  manner  that  is  false  or  mis¬ 
leading  or  implies  safety  or  ^ectiveness 
or  otherwise  contains  a  representation 
or  suggestion  relating  to  the  advertised 
drug,  the  reminder  advertisement  or  re¬ 
minder  labeling  would  be  in  violation 
of  the  law.  Each  reminder  advertisement 
or  reminder  labeling  containing  such  in¬ 
formation  would  have  to  be  reviewed  on 
an  individual  basis  to  determine  compli¬ 
ance  with  S!  201.100  and  202.1. 

18.  One  comment  referred  to  section 
201(n)  of  the  act  and  stated  that  this 
section  specificsdly  provides  that  any 
regulations  regarding  prescription  drug 
advertising  shaU  be  imder  the  procediue 
set  forth  in  section  701  (e)  of  the  act. 

The  Commissioner  advises  that  section 
201  (n)  of  the  act  does  not  have  such  a 
reference  and  believes  that  the  comment 
meant  to  refer  to  section  502(n)  of  the 
act,  which  includes  a  reference  to  section 
701(e).  The  reference  to  section  701(e) 
applies  only  to  section  502(n)  (3)  con¬ 
cerning  the  promulgation  of  rules  re¬ 
garding  information  in  brief  summary 
relating  to  side  effects,  contraindicatiims, 
and  effectiveness  of  a  drug.  These  regu¬ 
lations  do  not  establish  such  require¬ 
ments.  Rather,  they  deal  with  advertise¬ 
ments  which  are  exempt  from  the  "brief 
summary”  requirements.  The  promulga¬ 
tion  of  these  regulations  is  therefore  ap¬ 
propriate  under  the  general  rule  making 
authority  in  secticoi  701(a)  of  the  swrt. 

19.  One  comment  expressed  concern 
that  the  proposed  regulations  would  pro¬ 
hibit  the  advertising  of  products  such  as 
vitamins  or  antibiotics  because  that 
would  be  a  "representation  or  suggestion 
relating  to  the  dn«  product."  The  com- 
moit  stated  that  this  proposed  regulaticm 
is  "at  odds  with  the  current  advertising 
practices  which  categorize  drug  prod¬ 
ucts.” 

The  Commissioner  advises  that  cate¬ 
gorizing  prescription  drug  products  by 
the  use  of  headings  that  suggest  indica¬ 
tions  on  a  price  list  or  other  reminder 
advertisement  or  reminder  labeling  is 
prcdiibited  under  this  regulation.  Where 
indications  for  use  of  a  drug  are  included 
in  a  price  list,  the  list  must  contain  a 
brief  summary  relating  to  side  effects, 
contraindications,  and  effectiveness  of 
the  drug.  Reminder  advertisements  and 
remiiKler  labeling  are  exempt  from  the 
requirements  of  such  a  brief  summary 
bemuse  they  serve  to  call  attention  to  the 


name  of  a  drug  product  without  indicat¬ 
ing  the  use  of  the  drug  product.  This  r^- 
ulation  does  not,  however,  prohibit  the 
use  of  the  terms  "vitamin"  (when  a  vita¬ 
min  pr^araticm  is  deemed  to  be  a  drug 
as  set  forth  under  §§  250.109  and  250.110 
(21  CFR  250.109  and  250.110)  or  when 
such  a  product  is  offered  solely  as  a  drug) 
or  “antibiotic”  in  listing  a  dnig  product 
if  such  a  term  is  part  of  the  drug  prod¬ 
uct’s  proprietary  or  established  ( generic  > 
name. 

20.  One  comment  was  directed  to  the 
fact  that  the  proposed  regulations  may 
stimulate  and  encourage  mass  advertis¬ 
ing  by  pharmaceutical  manufacturers  in 
public  media  such  as  television,  radio, 
and  magazines  to  gain  a  greater  market 
share  for  so-called  lower  cost  equivalents, 
particularly  if  such  consumer  educa¬ 
tional  efforts  have  the  blessing  and  en¬ 
couragement  of  the  Pood  and  Drug 
Administration. 

This  regulation  neither  encourages  nor 
discourages  consumer  educational  efforts 
by  pharmaceutical  manufacturers.  The 
industry  may  imdertake  whatever  pro¬ 
motional  efforts  it  deems  advisable  as 
long  as  they  meet  all  applicable  legal 
requirements. 

21.  One  professional  association  com¬ 
mented  that  if  the  regulation  relating  to 
advertising  of  prescription  prices  is  not 
eliminated,  it  should  be  amended  to  re¬ 
quire  that  the  name  of  the  actual  manu¬ 
facturer  be  placed  on  the  label  of  all 
drugs  and  medicines  sold  to  licensed  re¬ 
tail  pharmacies,  hospitals,  and  other 
facilities. 

TTie  Commissioner  concurs  that  requir¬ 
ing  the  actual  manufacturer’s  name  on  a 
label  might  well  be  useful  if  a  means  can 
be  found  to  define  the  “actual  manufac¬ 
turer”  and  if  the  act  is  changed  to  in¬ 
clude  this  requirement.  The  matter  is 
being  studied  further.  ’The  possibility  of 
requiring  the  actual  manufacturer’s 
name  on  a  label  of  a  drug  product  is  not. 
however,  relevant  to  the  proposal  and 
therefore  no  action  need  be  taken  in  this 
final  regtilation. 

22.  Comments  suggested  that,  if  prices 
are  posted  for  large  quantities.  i.e.,  50  or 
100  dosage  units,  the  price  should  also 
be  posted  for  one  dosage  unit  so  as  not 
to  be  misleading  to  the  consumer  who 
may  have  the  erroneous  impression  that 
lesser  amounts  will  be  a  pro  rata  mul¬ 
tiple  of  the  posted  quantity.  It  was  also 
suggested  t^t  the  quantities  posted 
should  be  those  normally  prescribed. 
One  comment  recommended  that  the 
regulation  express  some  guidance  re¬ 
garding  permissible  quantity  claims  in 
order  to  avoid  improper  use  of  price 
disclosures. 

As  stated  in  the  preamble  to  the  pro¬ 
posed.  it  is  not  the  intent  of  this  regula¬ 
tion  to  specify  the  format  of  reminder 
advertisements  and  reminder  labeling 
under  S  200.200.  TTie  Commissioner  rec¬ 
ognizes  that  there  are  otho:  ways  to  in¬ 
clude  the  required  and  optional  informa¬ 
tion  in  the  reminder  advertisement  or 
r«ninder  labeling  other  than  that  indi¬ 
cated  in  the  example  given  in  the  pro¬ 
posal.  ’Therefore,  there  is  no  requirement 
as  to  which  drug  products  are  to  be  listed 
or  what  quantity  of  a  drug  product  is  to 
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be  included  in  the  reminder  advertise¬ 
ment  or  reminder  labeling.  For  example, 
if  a  pharmacy  wishes  to  indicate  the 
price  for  one  tablet  or  one  capsule,  it  may 
do  so.  The  Commissioner  l^lieves  that 
pharmacies  will  exercise  good  judgment 
in  indicating  the  price  for  a  given  quan¬ 
tity  of  a  drug  product  and,  therefore,  is 
of  the  opinion  that  the  regulation  should 
not  express  guidance  regarding  permis¬ 
sible  quantities  for  which  prices  are  to  be 
posted.  The  Commissioner  does  not  ob¬ 
ject  to  a  statement  in  the  reminder  ad¬ 
vertisement  or  reminder  labeling  that 
prices  for  qiiantities  not  stated  are 
available  from  the  pharmacy. 

23.  One  ccHnment  stated  that  advertis¬ 
ing  a  specific  quantity  of  a  specific  drug 
for  a  specific  price  would  tend  to  promote 
that  quantity  of  drug  to  the  general 
public. 

The  Commissioner  rejects  this  argu¬ 
ment.  Section  200.200  relates  to  the  dis¬ 
closure  of  prices  for  prescriptions  for 
drug  products.  The  drug  product,  and 
usually  the  quantity,  to  be  purchased  are 
specified  by  the  medical  practitioner  on 
the  prescription.  The  patient  is  merely 
using  a  listing  of  prescription  drug  prod¬ 
ucts  and  their  prices  as  a  means  of  de¬ 
termining  what  that  particular  prescrip¬ 
tion  will  cost. 

24.  Several  comments  expressed  con¬ 
cern  that  encouragement  of  prescription 
drug  price  advertising  would  promote 
self-medication  and  self-prescribing  and 
lead  to  drug  abuse  and  misuse  by  con¬ 
sumers  who  pressure  their  physicians  to 
prescribe  larger  quantities  and  cheaper 
drugs.  Some  comments  requested  pro¬ 
hibiting  the  posting  of  the  prices  of  con¬ 
trolled  substances  or  of  any  drug  which, 
in  the  opinion  of  the  Food  and  Drug  Ad¬ 
ministration,  is  detrimental  to  the  public 
health  and  safety.  A  few  comments  felt 
that  the  posting  of  prices  places  drugs 
in  the  same  category  as  other  common 
commodities.  One  comment  stated  that 
the  only  type  of  drug  advertising  should 
be  that  which  is  educational  to  the 
public. 

The  Commissioner  does  not  agree  with 
these  comments.  The  purpose  of  §  200.200 
is  to  assist  persons  in  preparing  reminder 
advertisements  and  reminder  labeling  to 
make  public  the  prices  they  charge  for 
prescriptions  for  drug  products  and  to 
assure  that  such  reminder  advertise¬ 
ments  and  reminder  labeling  contain  all 
of  the  infonnation  needed  by  a  con¬ 
sumer  to  make  a  price  determination. 
Further,  this  regulation  is  applicable  to 
those  drug  products  which  are  available 
to  the  consumer  only  on  prescription 
from  a  medical  practitioner.  The  Com¬ 
missioner  is  not  aware  of  any  evidence 
that  drug  product  inice  disclosure  leads 
to  drug  abuse  and  misuse.  Therefore,  it 
cannot  be  concluded  that  juice  listing 
alone,  exclusive  of  promotional  features, 
of  a  drug  product  subject  to  prescription 
by  State-licoised  medical  practitioners 
will  contribute  to  these  drug-related 
problems.  In  addition,  since  access  to  and 
use  of  prescription  drugs  are  tightly  con¬ 
trolled,  the  posting  of  the  prices  for  such 
drugs  simply  does  not  place  them  in  the 


same  category  as  other  common  com¬ 
modities  on  the  market. 

The  Commissioner  rejects  the  request 
to  prohibit  the  posting  of  prices  for  con¬ 
trolled  substances  or  of  any  drug  which, 
in  the  opinion  of  the  Food  and  Drug  Ad¬ 
ministration,  is  detrimental  to  the  public 
health  and  safety.  A  medical  practitioner 
may  prescribe  any  drug  product  which  is 
in  commercial  distribution:  therefore, 
the  public  disclosure  of  the  price  for  a 
prescription  for  any  such  drug  product, 
including  a  controlled  substance,  should 
not  be  prohibited. 

The  Commissioner  does  not  agree  that 
drug  advertising  should  be  limited  to  that 
which  is  educational  to  the  public.  Re¬ 
minder  advertisements  and  reminder  la¬ 
beling  directed  to  a  physician  or  a  con¬ 
sumer  are  equally  important  and  should 
be  permitted  provided  they  are  in  com¬ 
pliance  with  the  requirements  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act, 
25.  Several  comments  stated  that 
physicians  and  dentists  are  not  required 
to  post  their  fees  and  questioned  why 
proposed  §  200.200  was  not  applicable 
to  all  practitioners  of  the  healing  arts. 
One  comment  questioned  whether  the 
regulation  was  applicable  to  hospital 
pharmacists  and,  if  so,  whether  the 
prices  would  be  applicable  to  both  the 
out-patient  and  hospitalized  patient. 

The  Commissioner  advises  that  §  200.- 
200  does  not  require  drug  price  posting  by 
anyone;  however,  if  physicians,  phar¬ 
macists,  or  other  practitioners  of  the 
healing  arts  post  drug  prices,  they  must 
do  so  in  accordance  with  this  regulation. 
The  Food  and  Drug  Administration  does 
not  have  jurisdiction  over  the  practice 
of  these  professions,  but  does  have  jur¬ 
isdiction  over  the  labeling  and  advertis¬ 
ing  of  prescription  drugs,  including  pre¬ 
scription  drugs  which  have  been  shipped 
in  interstate  commerce  and  are  being 
held  for  dispensing  to  patients,  under 
section  301  (k)  of  the  act  (21  U.S.C.  331 
(k)).  The  Commissioner  advises  that 
§  200.200  will  apply  to  all  persons  re¬ 
sponsible  for  prescription  drug  advertis¬ 
ing  and  labeling  intended  to  convey  price 
information  to  consumers. 

26.  Three  conunents  pointed  out  the 
following  tvp>ographical  errors  in  the 
proposal:  In  8  202.1(e)  (2)  (i) ,  line  13— 
the  word  “quality”  should  be  changed 
to  “quantity”;  and  in  8  200.200(a)(1), 
the  last  four  lines  reading  “no  represen¬ 
tation  or  suggestion  *  *  *  indications  for 
use”  are  redundant  with  the  stat«nent 
in  $  200.200(a)  (4)  and  should  be  deleted. 

The  Commissioner  agrees  with  these 
comments  and  the  final  regulations  have 
been  revised  accordingly. 

27.  Several  comments  questioned 
whether  all  matters  relating  to  prices 
charged  for  drugs  and  pharmaceutical 
services  are  within  the  jurisdiction  of  the 
Food  and  Drug  Administration.  One  com¬ 
ment  argued  that  enforcement  of  this 
regulation  would  be  severely  restricted 
since  “FDA  does  not  have  any  inspec- 
tional  authority  over  pharmacies 
through  the  general  inspection  authority 
under  the  act.” 

The  Commissioner  advises  that  the 
Food  and  Drug  Administration  has  jur¬ 


isdiction  over  the  labeling  and  advertis¬ 
ing  of  prescription  drugs.  Price  disclo¬ 
sure,  as  part  of  prescription  drug  label¬ 
ing  and  advertising,  is  subject  to  Pood 
and  Drug  Administration  regulation. 
The  Commissioner  concludes  that  any 
deviation  from  the  requirements  of  this 
regulation  will  result  in  misbranding 
and  that  section  704(a)  of  the  Federal 
Pood,  Drug,  and  Cosmetic  Act  provides 
inspectional  authority  necessary  for  en¬ 
forcement  of  this  regulation. 

28.  One  comment  suggested  that  the 
boxed  warning  criteria  be  more  specifi¬ 
cally  defined  in  the  proposed  regulation 
prohibiting  reminder  advertisements  and 
reminder  labeling  for  drug  products  that 
are  required  to  contain  boxed  warning 
statements  in  their  advertisements  and 
labeling.  The  comment  interpreted  the 
proposal  as  not  intending  to  cover  those 
products  that  still  carry  a  box  stating 
the  effectiveness  status  as  determined 
by  the  NAS/NRC  review,  nor  intending 
to  cover  products  that  carry  a  special 
boxed  statement  not  related  to  fatalities 
or  serious  damage. 

The  Commissioner  advises  that  the 
regulation  covers  only  those  drug  prod¬ 
ucts  whose  labeling  contains  a  boxed 
warning  indicating  a  serious  hazard 
associated  with  the  use  of  the  drug  prod¬ 
uct  and  is  not  intended  to  cover  other 
t3T)es  of  existing  boxed  warnings  or 
boxed  statements.  The  wording  in  the 
regulation  has  been  revised  accordingly. 

29.  The  Federal  Trade  Commission 
(FTC)  published  a  proposal  regarding 
disclosure  regulations  concerning  retail 
prices  for  prescription  drugs  in  the  Fed¬ 
eral  Register  of  June  4,  1975  (40  FR 
24031) .  This  Food  and  Drug  Administra¬ 
tion  regulation  differs,  as  to  required  in¬ 
formation.  from  the  PTC  proposed  alter¬ 
native  definition  of  “price  information” 
in  that  it  does  not  require  the  established 
name  and  quantity  of  each  active  in¬ 
gredient  for  multiple  active  ingredient 
drug  products  nor  the  name  of  the  manu¬ 
facturer,  packer,  or  distributor  for  any 
drug  product;  see  paragraphs  5  and  6  of 
this  preamble.  In  addition,  imder  this 
final  regulation  .the  price  stated  for 
a  drug  product  includes  all  charges  to 
the  consiuner  including,  but  not  limited 
to.  the  cost  of  the  drug  product,  profes¬ 
sional  fees  and  handling  fees,  if  any.  In 
light  of  the  comments  and  hearings  on 
the  FTC  proposal,  the  Pood  and  Drug 
Administration  may  review  its  position 
with  respect  to  whether  further  in¬ 
formation  should  be  provided  to  the  con¬ 
sumer  for  determining  a  price  for  a 
prescription  and  whether  there  is  a  need 
to  reviM  this  regulation  at  a  later  date. 

30.  Proposed  88  201.100(f)  and  202.1 
(e)  (2)  (i)  contain  the  wording  “If  the 
Commissioner  finds  *  *  *  incidence  of 
fatalities  or  serious  damage  •  •  The 
Commissioner  has  made  an  editorial 
change  in  the  final  regulation  by  replac¬ 
ing  the  term  “damage”  with  the  more 
appropriate  term  “injury.” 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  201  (n), 
502.  701(a),  52  Stat.  1041.  1050-1051  as 
emended  by  76  Stat.  791,  1055  (21  U.S.C. 
321  (n) ,  352,  371(a) ) )  and  under  authorr 
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ity  delegated  to  the  Commissioner  (21 
CPR  2.120) .  Parts  200,  201,  and  202  are 
amended  as  follows ; 

PART  200— GENERAL 

1.  In  Part  200,  a  new  Subpart  E  con¬ 
sisting  of  §  200.200  is  added,  to  read  as 
follows; 

Subpart  E — Prescription  Drug  Consumer  Price 
Listing 

§  200.200  Prescription  drugs;  reminder 
advertisements  and  reminder  labeling 
to  provide  price  information  to  con¬ 
sumer. 

(a)  Prescription  drug  reminder  adver¬ 
tisements  and  reminder  labeling  intended 
to  provide  price  information  to  con¬ 
sumers  are  exempt  from  the  requirements 
of  §§  201.100  and  202.1  of  this  chapter 
if  ail  of  the  following  conditions  are  met: 

(1)  The  only  purpose  of  the  reminder 
advertisement  or  reminder  labeling  is  to 
provide  consumers  with  information  con¬ 
cerning  the  price  charged  for  a  prescrip¬ 
tion  for  a  particular  drug  product,  and 
the  reminder  advertisement  or  reminder 
labeling  contains  no  representation  or 
suggestion  concerning  the  drug  product’s 
safety,  effectivness,  or  indications  for  use. 

(2)  The  reminder  advertisement  or 
reminder  labeling  contains  the  proprie¬ 
tary  name  of  the  drug  product,  if  any; 
the  established  (generic)  name  of  the 
drug  product,  if  any;  the  drug  product’s 
strength  if  the  product  contains  a  single 
active  ingredient  or  if  the  product  con¬ 
tains  more  than  one  active  ingredient 
and  a  relevant  strength  can  be  associated 
with  the  product  without  indicating  each 
active  ingredient  (the  established  name 
and  quantity  of  each  active  ingredient 
are  not  required) ;  the  dosage  form;  and 
the  price  charged  for  a  prescription  for 
a  specific  quantity  of  the  drug  product. 

( 3 )  The  reminder  advertisement  or  re¬ 
minder  labeling  may  also  include  other 
written,  printed,  or  graphic  matter,  e.g., 
identification  of  professional  or  con¬ 
venience  services  provided  by  the 
pharmacy :  Provided,  That  such  informa¬ 
tion  is  neither  false  nor  misleading  and 
contains  no  representation  or  sugges¬ 
tion  concerning  the  drug  product’s  safety, 
effectiveness,  or  indications  for  use. 

(4)  ’The  price  stated  in  the  reminder 
advertisement  or  reminder  labeling  as 
that  charged  for  a  prescription  shall  in¬ 
clude  all  charges  to  the  consumer  includ¬ 
ing,  but  not  limited  to.  the  cost  of  the 
drug  product,  professional  fees,  and 
handling  fees,  if  any.  Mailing  fees  and 
delivery  fees,  if  any,  may  be  stated 
separately  and  without  repetition. 

(b)  This  exemption  from  §§  201.100 
and  202.1  of  this  chapter  is  ai^ilicable  to 
all  prescription  drug  reminder  labeling 
and  reminder  advertisements  solely  in¬ 
tended  to  provide  consumers  with  infor¬ 
mation  regarding  the  price  charged 
for  prescriptions  including  .price  lists, 
catalogs,  and  other  promotional  mate¬ 
rial,  whether  mailed,  posted  in  a  phar¬ 
macy,  placed  in  a  new^japer,  or  aired  on 
radio  or  television. 

(c)  Any  reminder  advertisement  or  re¬ 
minder  labeling  intended  to  provide  con¬ 


sumers  with  prescription  price  informa¬ 
tion  which  is  not  in  compliance  with 
this  section  shall  be  the  subject  of  appro¬ 
priate  regulatory  action.  Such  action  may 
be  taken  against  the  product  and/or  the 
responsible  person. 


PART  201— LABELING 

2.  In  Part  201,  §  201.100(d)  (2)  is  re¬ 
vised  and  a  new  paragraph  (f)  is  added, 
to  read  as  follows ; 

§  201.100  Prescription  drugs  for  human 

use. 

«  •  a  «  * 

(d)  *  *  * 

(2)  The  same  information  concerning 
the  ingredients  of  the  drug  as  appears 
on  the  label  and  labeling  on  or  within 
the  package  from  which  the  drug  is  to 
be  dispensed. 

*  •  «  «  * 

(f)  Reminder  labeling  which  calls  at¬ 
tention  to  the  name  of  the  drug  product 
but  does  not  include  indications  or  dos¬ 
age  recommendations  for  use  of  the  drug 
product  is  exempted  from  the  provisions 
of  paragraph  (d)  of  this  section.  This 
reminder  labeling  shall  contain  only  the 
proprietary  name  of  the  drug  product, 
if  any;  the  established  name  of  the  drug 
product,  if  any;  the  established  name  of 
each  active  ingredient  in  the  drug  prod¬ 
uct;  and,  optionally,  information  relat¬ 
ing  to  quantitative  ingredient  state¬ 
ments,  dosage  form,  quantity  of  package 
contents,  price,  the  name  and  address 
of  the  manufacturer,  packer,  or  distrib¬ 
utor  or  other  written,  printed,  or  graphic 
matter  containing  no  representation  or 
suggestion  relating  to  the  drug  product. 
If  the  Commissioner  finds  that  there  is 
evidence  of  significant  incidence  of  fatal¬ 
ities  or  serious  injury  associated  with 
the  use  of  a  particular  prescription  drug, 
he  may  withdraw  this  exemption  by  so 
notifying  the  manufacturer,  packer,  or 
distributor  of  the  drug  by  letter.  Re¬ 
minder  labeling,  other  than  price  lists 
and  catalogs  solely  intended  to  convey 
price  information  including,  but  not  lim¬ 
ited  to,  those  subject  to  the  requirements 
of  §  200.200  of  this  chapter,  is  not  per¬ 
mitted  for  a  prescription  drug  product 
whose  labeling  contains  a  boxed  warn¬ 
ing  relating  to  a  serious  hazard  asso¬ 
ciated  with  the  use  of  the  drug  ];u*oduct. 
Reminder  labeling  which  is  intended  to 
provide  consiuners  with  information  con¬ 
cerning  the  price  charged  for  a  prescrip¬ 
tion  for  a  particular  drug  product  shall 
meet  all  of  the  conditions  contained  in 
§  200.200  of  this  chapter.  Reminder  la¬ 
beling,  other  than  that  subject  to  the 
requironents  of  §  200.200  of  this  chap¬ 
ter,  is  not  permitt^  for  a  drug  for  which 
an  annoimcement  has  been  published 
pursuant  to  a  review  of  the  labeling 
claims  for  the  drug  by  the  National  Acad- 
my  of  Sciences /National  Research 
Council  (NAS/NRC).  Drug  Efficacy 
Study  Group,  and  for  which  no  claim 
has  been  evaluated  as  higher  than  “pos¬ 
sibly  effective.”  If  the  Commissioner  finds 
the  circumstances  are  such  that  reminder 


labeling  may  be  misleading  to  prescrib- 
ers  of  drugs  subject  to  NAS/NRC  evalu¬ 
ation,  such  reminder  labeling  will  not 
be  allowed  and  the  manufacturer,  packer, 
or  distributor  will  be  notified  either  in 
the  publication  of  the  conclusions  on  the 
effectiveness  of  the  drug  or  by  letter. 


PART  202— PRESCRIPTION  DRUG 
ADVERTISING 

3.  In  Part  202,  5  202.1(e)  (2)  (i)  is  re¬ 
vised  to  read  as  follows : 

§  202.1  Prescription  drug  advertise¬ 
ments. 

•  *  *  •  • 

(e)  *  •  • 

(2)  •  •  • 

(i)  Reminder  advertisements.  Re¬ 
minder  advertisements  are  those  which 
call  attention  to  the  name  of  the  drug 
product  but  do  not  include  indications  or 
dosage  recommendations  for  use  of  the 
drug  product.  These  reminder  advertise¬ 
ments  shall  contain  only  the  proprietary 
name  of  the  drug  product,  if  any;  the 
established  name  of  the  drug  product,  if 
any ;  the  established  name  of  each  active 
ingredient  in  the  drug  product;  and, 
optionally,  information  relating  to 
quantitative  ingredient  statements, 
dosage  form,  quantity  of  package  con¬ 
tents.  price,  the  name  and  address  of  the 
manufacturer,  packer,  or  distributor  or 
other  written,  printed,  or  graphic  matter 
containing  no  representation  or  sugges¬ 
tion  relating  to  the  advertised  drug  prod¬ 
uct.  If  the  Commissioner  finds  that  there 
is  evidence  of  significant  incidence  of 
fatalities  or  serious  injury  associated 
with  the  use  of  a  particular  prescription 
drug,  he  may  withdraw  this  exemption 
by  so  notifying  the  manufacturer,  packer, 
or  distributor  of  the  drug  by  lett^.  Re¬ 
minder  advertisements,  other  than  those 
solely  intended  to  convey  price  informa¬ 
tion  including,  but  not  limited  to.  those 
subject  to  the  requirements  of  |  200.200 
of  this  chapter,  are  not  permitted  fw  a 
prescription  drug  product  whose  labeling 
contains  a  boxed  warning  rdating  to  a 
seriovis  hazard  associated  with  the  use  of 
the  drug  product.  Reminder  advertise¬ 
ments  which  are  intended  to  provide 
consiuners  with  information  concerning 
the  price  charged  for  a  prescriptiMi  for 
a  drug  product  are  exempt  from  the  re¬ 
quirements  of  this  section  if  they  meet 
all  of  the  conditions  contained  in 
S  200.200  of  this  chapter.  Reminder  ad¬ 
vertisements.  other  than  those  subject 
to  the  requirements  of  1 200.200  of  this 
chapter,  are  not  permitt^  for  a  drug  for 
which  an  announcement  has  been  pub¬ 
lished  pursuant  to  a  review  on  the  label¬ 
ing  claims  for  the  drug  by  the  National 
Academy  of  Sciencies/National  Research 
Council  (NAS/NRC),  Drug  Efficacy 
Study  Group,  and  for  which  no  claim  has 
been  evaluate  as  higher  than  “possibly 
effective.”  If  the  Commissioner  finds  the 
circumstances  are  such  that  a  reminder 
advertisement  may  be  misleading  to  pre- 
scribers  of  drugs  subject  to  NAS/NRC 
evaluation,  such  advertisements  will  not 
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be  allowed  and  the  manufacturer, 
packer,  or  distributor  will  be  notified 
either  in  the  publication  of  the  conclu¬ 
sions  on  the  effectiveness  of  the  drug  or 
by  letter. 

•  #  #  *  * 

Effective  date.  This  regulation  shall  be¬ 
come  effective  on  January  19,  1976,  ex¬ 
cept  that  §  200.200  shall  not  be  effective 
for  existing  reminder  advertisements  and 
reminder  labeling  intended  to  provide 
prescription  price  information  to  con¬ 


sumers  until  such  advertisements  and 
labeling  are  revised  at  the  time  of  the 
next  printing  or  xmtil  December  18, 1976, 
whichever  occurs  first. 

(Secs.  201(n),  502,  701(a),  52  SUt.  1041, 
1050-1051  as  amended  by  76  Stat.  761,  1055 
(21  U.S.C.  321(n),352,  371(a)).) 

Dated;  December  9, 1975. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 
[PR  Doc.75-33909  FUed  12-17-75:8:46  am] 
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